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Site: 
Group: 


Subject Identifier: 
Status: 


RS Berlin 


Part A 


2 


76-02-0215 
llocated 





FDA-CBER-2021-5683-0057543 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 


























Visit: Visit 0 Form: 12-lead ECG (2.0) 
Fd gs, 
Row oos No Reaso 2 Dae e Hear, Baie I epeao Ce select all that 
doe doe (bea s/ ) Sg fca ce 
apply 
1 [] 11/08/202 09:33 59 []No a [x]Abo a [x] NCS []CS_ [109 } | 
0 
11 Aug 2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057544 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Alcohol Breath Test (2.0) 


[ ] 


Not Reason not 
done done 


1 [1 [FT] fityos72020] = [o9:25 [x] Negative 


11-Aug-2020 [ ] Positive 


Row Tools Date Time Result 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057545 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


1 ] 11/08/2020 09:42 []No [x] Yes 


11-Aug-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Subject Identifier: 276-02-0215 


Not 


Reason not 
Row Tools done 


done 


ae 


Ey 
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2020-11-26 19:15 (W. Europe Standard Time) 


Date 


11/08/2020 


Time 


09:25 


Site: CRS Berlin 


Visit: Visit 0 
Body Mass 
Height Weight Index 
(cm) (kg) 
(kg/m?) 


153 57,7 24,6 


Group: Part A 
Form: Body Height/Weight + BMI (2.0) 


BMI 
(calculated) 
(kg/m?) 


24,6 





11-Aug-2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057547 


Subject Identifier: 276-02-0215 


Not 


Reason not 
Row Tools done 


done 


0) 
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2020-11-26 19:15 (W. Europe Standard Time) 


Date 


11/08/2020 


Site: CRS Berlin 


Visit: Visit 0 
Other 
‘ Measurement measurement 
Time : : : 
site site, specify: 


09:36 Oral SSS 





11-Aug-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057548 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Childbearing Potential (2.0) 


Childbearing potential [x] No [] Yes []NA 


[x] Postmenopausal (>=12 months) 


Non-childbearing potential [ ] Surgically sterilized 
[ ] Other 
Date of Last menses |UN/UN/199 
3 
UN-UNK-1993 


Date of Sterilization 
Other, please specify 
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2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 


select all that 
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2020-11-26 19:15 (W. Europe Standard Time) 


Age 


Sex 


Race, 
apply 


If Other, please specify 


Ethnicity 


Site: CRS Berlin 
Visit: Visit O 


80 years 
7 months 





[ ] Male 
[x] Female 


[x] White 

[ ] Black or African American 

[ ] Asian 

[ ] American Indian or Alaska Native 

[ ] Native Hawaiian or Other Pacific Islander 
[ ] Not reported 

[ ] Unknown 

[ ] Other 


aa 


[x] Not Hispanic or Latino 
[ ] Hispanic or Latino 

[ ] Not reported 

[ ] Unknown 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Demographic Data (2.1) 


FDA-CBER-2021-5683-0057550 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: In-/Exclusion Criteria (2.0) 


[ ] No [x] Yes 
Subject meets all inclusion 
criteria and does not 
meet any exclusion criteria? 


Date |19/08/2020 


19-Aug-2020 


If No, please select all violated 
In-/Exclusion criteria: 


Inclusion Criteria: 


























Exclusion Criteria: 
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FDA-CBER-2021-5683-0057551 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Informed Consent (2.1) 


Date |11/08/2020| * 


11-Aug-2020 
Time [09:15 
PID /|135940 


Protocol Version (|g.0, 21 JUL 
2020 


Was the subject re-screened? [x] No [] Yes 








All previous TSNs (e.g. 276- 
01-1234) 

Date of first Informed 
Consent 
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FDA-CBER-2021-5683-0057552 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 









































Visit: Visit 0 Form: Physical Examination (2.1) 
[ ] 
Not done 
Reason not done 
Date |11/08/2020 
11-Aug-2020 
= Time |09:26 
= 
2 Clinical 
el inica 
= Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms Significance 
S 1 |General [x] Normal [ ] Abnormal [ ] ND [J] NCS []CS 
A condition/p 
ro) syche 
oI 
iS 2 Skin [x] Normal [ ] Abnormal [ ] ND [J] NCS []CS 
3S 3 Lymph [x] Normal [ ] Abnormal [ ] ND [.]NCS []CS 
c nodes 
O 
© 4 |Head (eyes, [x] Normal [ ] Abnormal [ ] ND [J] NCS []CS 
iL ears, 
r mouth) 
& 
= 5 Neck/thyroi [x] Normal [ ] Abnormal [ ] ND [.]NCS []CS 
+ d gland 
o 
8 6 Lungs [x] Normal [ ] Abnormal [ ] ND [J] NCS []CS 
= 7 |Heart [x] Normal [ ] Abnormal [ ] ND [] NCS []CS 
RB 
Bas 8 Abdomen [x] Normal [ ] Abnormal [ ] ND [] NCS [] CS 
(ep) eS 
(op) 
2 O° liMuceareeel [x] Normal [ ] Abnormal [ ] ND []NcS [] cS 
etal system 
10 |Neurologica [x] Normal [ ] Abnormal [] ND [] NCS [] CS 
I system 








FDA-CBER-2021-5683-0057553 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 


11 Vascular 


system 








12 Cardiovascu 


lar 





13 Gastrointes 


tinal 











14 \Other 
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2020-11-26 19:15 (W. Europe Standard Time) 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


Site: CRS Berlin 
Visit: Visit 0 


<3 


—asy 





BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Physical Examination (2.1) 


FDA-CBER-2021-5683-0057554 


Subject Identifier: 276-02-0215 


C] 


Row Tools Not Reason not 








done done Date Time 
1] 11/08/2020] {09 22 


11-Aug-2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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2020-11-26 19:15 (W. Europe Standard Time) 


Methamphetamines 


[x] Negative 
[ ] Positive 


Opiates 


[x] Negative 
[ ] Positive 


Cocaine 


[x] Negative 
[ ] Positive 


Site: CRS Berlin 
Visit: Visit O 


Cannabinoids Phencyclidine Benzodiazepines 


[x] Negative 
[ ] Positive 


[x] Negative 
[ ] Positive 


[x] Negative 
[ ] Positive 


BioNTech BNT162-01 (CRS 049/20) 


Barbiturates 


[x] Negative 
[ ] Positive 


Methadone 


[x] Negative 
[ ] Positive 


Tricyclic 

antidepressants 
[x] Negative 
[ ] Positive 


Group: Part A 
Form: Urine Drug Screen (2.0) 


Amphetamines 


[x] Negative 
[ ] Positive 


FDA-CBER-2021-5683-0057555 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Urine Pregnancy Test (2.0) 


[ ] 


Not Reason not 
done done 


0 a 1 Neaative 


] Positive 


Row Tools NA Date Time Result 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057556 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 [1 [74 {11/08/2020 09:22 


11-Aug-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057557 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 





Visit: Visit 0 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measure ie.” sede B ood 7 1e ce B00 é em ce Usaha: e : ro ce Rae 7 ie ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/_ ) 
tT] 11/08/202 09:35 [x]Rg  [] Lef []Ncs [] cs []Ncs [] cs []Ncs [] cs []Ncs []cs 
0 
11 Aug 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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FDA-CBER-2021-5683-0057558 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 





Row oos No Reaso 2 Dae e pees nas I epeao 
doe doe (bea s/ ) P 
1 0) 01/09/202 07:12 52 [x] No a 
0 
01 Sep 2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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2020-11-26 19:15 (W. Europe Standard Time) 


Site: CRS Berlin 


Group: Part A 
Form: 12-lead ECG (2.0) 





Visit: Visit 1 
F dé gs, 
Cote select all that 
Sg fca ce 
apply 
[]Abo a []Ncs []cs ] 




















BioNTech BNT162-01 (CRS 049/20) 





FDA-CBER-2021-5683-0057559 
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Subject Identifier: 276-02-0215 


Not done 


Reason not done 
Other, specify 


Date 


Time 

Medication Number 
Planned dose 
Other, specify 


Total Dose (Volume of 
Injection) 


Total Dose given? 


If No, rest volume 


Application site 


Administration according to 
protocol? 


If No, please specify 


Epi/Pandemic related 
adjustment 


Epi/Pandemic related 
interruption 


2020-11-26 19:15 (W. Europe Standard Time) 


Site: CRS Berlin 
Visit: Visit 1 


[ ] 


a 
Sa 


01/09/2020 


01-Sep-2020 
a 





[ ] No [x] Yes 


La 





[ J right [x] left upper arm 


[ ] No [x] Yes 


as 


[] No [] Yes 





[] No [] Yes 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Administration (2.1) 


FDA-CBER-2021-5683-0057560 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Alcohol Breath Test (2.0) 


[ ] 


Not Reason not 
done done 


1 [1 [ ] [01/09/2020 | [07:01 [x] Negative 


01-Sep-2020 [ ] Positive 


Row Tools Date Time Result 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057561 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Allocation (2.1) 


Date /|01/09/2020 


01-Sep-2020 


Time |08:10 


Cohort 1 
Cohort 2 
Cohort 3 
Cohort 4 
Cohort 5 
Cohort 6 
Cohort 7 
Cohort 8 
x] Cohort 9 
Cohort 10 
Cohort 11 
Cohort 12 
Cohort 13 


A (BNT162a1) 
B (BNT162b1) 
x] C (BNT162b2) 
] D (BNT162c2) 
] E (BNT162c2 P/B) 





Subject is allocated to 


] 
] 
] 
] 
] 
] 
] 
] 


[ 
[ 
[ 
[ 
[ 
[ 
[ 
[ 
[ 
[ ] 
[ ] 
[ ] 
[ ] 
Group [ ] 
[ ] 
[ 
[ 
[ 
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FDA-CBER-2021-5683-0057562 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Blood Samples for CMI (2.1) 


[ ] 


Not Reason not 
done done 


1 €] [ - [01/09/2020 08:05 


01-Sep-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057563 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 €] [ - [01/09/2020 08:05 


01-Sep-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057564 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


1 T] 01/09/2020 08:05 []No [x] Yes 


01-Sep-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057565 
2020-11-26 19:15 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 
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Subject Identifier: 276-02-0215 


Row Tools 


1 


2 


3 


4 


Scheduled 
time 


Not 
done 


[] 


[] 


[] 


[] 


Site: CRS Berlin 











































































































Visit: Visit 1 
Other Body 
Reason not Date Time Measurement measurement Temperature 
done site site, specify: (°C) 
jo1/09/2020 | 07:04 Oral | 35,7 
01-Sep-2020 
[01/09/2020 | [09:24 Oral | 35,5 
01-Sep-2020 
jo1/09/2020 | [11:26 Oral | 35,5 
01-Sep-2020 
jo1/09/2020| |14:18 Oral | 36,5 
01-Sep-2020 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[]NCS []CS 


[]NCS []CS 


[]NCS []CS 


[]NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


2020-11-26 19:16 (W. Europe Standard Time) 


BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057566 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: In-/Exclusion Criteria (2.0) 


[ ] No [x] Yes 
Subject meets all inclusion 
criteria and does not 
meet any exclusion criteria? 


Date |01/09/2020 


01-Sep-2020 


If No, please select all violated 
In-/Exclusion criteria: 


Inclusion Criteria: 


























Exclusion Criteria: 
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FDA-CBER-2021-5683-0057567 
2020-11-26 19:16 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin 


Visit: Visit 1 


Group: Part A 
Form: Local Tolerability at Injection Site (2.1) 

















Sc edu ed iS Reaso I es yof I es yof 
Row oos doe do. 6 Dae e I es yof a es yof ede ess Ey e a/Red ess I dua o /Swe g 
1 [] 01/09/202 09:32 x] No e No e x] No e [x] No e 
0 1Md Md Md []Md 
01 Sep 2020 ] Modeae x] Modeae Modeae [] Modeae 
] Seve e Seve e Seve e [] Sevee 
] oe ay fe eae oe ay fe eae oe ay fe eae g [ oe ay fe eae 
2 [] [7] [01/09/2002 11:32 x] No e x] No e x] No e [x] No e 
0 ]Md Md Md []Md 
01 Sep 2020 ] Modeae Modeae Modeae [] Modeae 
] Seve e Seve e Seve e [] Sevee 
J] oe ay fe eae oe ay fe eae oe ay fe eae g [ oe ay fe eae 
3 [] 01/09/202 14:31 x] No e x] No e x] No e [x] No e 
0 1Md Md Md []Md 
01 Sep 2020 ] Modeae Modeae Modeae [] Modeae 
] Seve e Sevee Seve e [] Sevee 
J] oe ay fe eae oe ay fe eae oe ay fe eae g [ oe ay fe eae 
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2020-11-26 19:16 (W. Europe Standard Time) 











Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


BioNTech BNT162-01 (CRS 049/20) 











FDA-CBER-2021-5683-0057568 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 





Visit: Visit 1 Form: Oral Swipe for SARS-CoV-2 Testing (2.1) 
[ ] 
Not Reason not 
Row Tools done done Date Time Tet Vane Result 
1 [1 [J [31/08/2020 08:57 [x] Negative 
31-Aug-2020 Qiagen [ J Positive 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057569 
2020-11-26 19:16 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Site: CRS Berlin 
Visit: Visit 1 


Subject Identifier: 276-02-0215 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /01/09/2020 


01-Sep-2020 












































= Time |07:44 

Oo Overall health judgement - []No [x] Yes 

co) subject healthy? 

= 

oO linical 

Ql Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms Saniicsiee 

2 1 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

r 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

c 3 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

O 

= 4 ea 

. [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

LL 

3 5 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

iL 6 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

(o>) 

sa 

s 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

i 8 [] Normal []Abnormal []ND {| []NCS [] CS 

(op) 

2 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

S 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

= 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-11-26 19:16 (W. Europe Standard Time) 





BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057570 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Physical Examination (2.1) 


14 Las [] Normal [ ] Abnormal [ ] ND arn) [J] NCS [] cS 
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FDA-CBER-2021-5683-0057571 
2020-11-26 19:16 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 


Not 


Reason not 
done 


tone Date 





hour Ee (0 /09/2020 (09:32, 





0 Sep 2020 








0 Sep 2020 





time 
[Eva] 

3 hours o 0 /09/2020 
[enous] 














6 hours ao (0 /09/2020 


0 Sep 2020 


Ho BS 








10 (GMT) 


04-Jan-2021 03: 


090177e195ec8249\Final\Final On 


2020-11-26 19:16 (W. Europe Standard Time) 


Fever 


[x] None 
{] Mid 

[ ] Moderate 

[ ] Severe 

{ ] Potentially ife threaten ng 


[x] None 
C]Mid 

[ ] Moderate 

[ ] Severe 

[ ] Potentially ife threatenng 


[x] None 
{]Mid 

[ ] Moderate 

[ ] Severe 

{ ] Potentially ife threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at " 


Intensity of Headache 


[x] None 
C) mila 

[] Moderate 

[1] Severe 

[] Potentia ly ife threaten ng 


[x] None 
(] Mild 

[] Moderate 

[] Severe 

[1 Potentia ly ife threaten ng 


[x] None 
(] Mild 

[] Moderate 

[] Severe 

[1 Potentia ly ife threaten ng 





ta")! 


New or worsened muscle pain 


[x] None 
C1] mila 

[] Moderate 

[] Severe 

[1 Potentia ly Ife threatening 


[x] None 
(] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentia ly Ife threatening 


[x] None 
[) Mid 

[ ] Moderate 

[] Severe 

[] Potentialy Ife threatening 


New or worsened jont pain 


[x] None 
(] Mild 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 

(] Mild 

[ ] Moderate 

[] Se ere 

[] Potentially Ife threatening 


[x] None 
(] Mild 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


Site: CRS Berlin 
Visit: Visit 1 


Intensity of Nausea 


[x] None 
tM 

[] Moderate 

[] Severe 

[J Potentially ife threatenng 


[x] None 
timid 

[] Moderate 

[] Severe 

[ J Potentially ife threatenng 


[x] None 
timid 

[] Moderate 

[] Severe 

[ J Potentially ife threatenng 


Intensity of Vomit ng 


[x] None 
[) mild 

[ ] Moderate 

[ ] Severe 

[1 Potentialy ife threatenng 


[x] None 
(] Mild 

[ ] Moderate 

[ ] Severe 

[] Potentialy ife threaten ng 


[x] None 
(] Mid 

[ ] Moderate 

[ ] Severe 

[] Potentialy ife threaten ng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Diarrhea 


[x] None 
(] Mild 

( ] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mid 

[ ] Moderate 

{ ] Severe 

(] Potentia ly Ife threatening 


[x] None 
[] Mid 

[ ] Moderate 

[ ] Severe 

[] Potentia ly Ife threatening 


Intens ty of Chills 


[x] None 
[Mid 

[] Moderate 

[1 Se ere 

[ ] Potentially Ife threatening 


[x] None 
CL] mil 

[1 Moderate 

[1 Se ere 

[1 Potentially Ife threatening 


[x] None 
C1 mil 

[1 Moderate 

[1 Se ere 

[1 Potentially Ife threatening 


Intensity of Loss of appetite 


[x] None 
[] Mid 

[ ] Moderate 

{ ] Severe 

(] Potentially life threatening 


[x] None 

(] Mid 

[ ] Moderate 

[] Severe 

[] Potentially life threatening 


[x] None 

(] Md 

[ ] Moderate 

[] Severe 

[] Potentially life threatening 


Group: Part A 


Form: Systemic Events Assessment 


Intensity of Malaise 


[x] None 
(Mid 

[] Moderate 

[] Severe 

[ J Potentially ife threatenng 


[x] None 
timid 

[] Moderate 

[] Severe 

[ | Potentially ife threatenng 


[x] None 
timid 

[] Moderate 

[] Severe 

[ J Potentially ife threatenng 


FDA-CBER-2021-5683-0057572 


Fatigue/ redness 


[x] None 
[] mila 

[ ] Moderate 

[ ] Severe 

[] Potentialy ife threatenng 


[x] None 
(] Mild 

[ ] Moderate 

[ ] Severe 

[] Potentialy ife threatennng 


[x] None 
[] Mild 

[ ] Moderate 

[ ] Severe 

[ ] Potentialy ife threatenng 


30 


Subject Identifier: 276-02-0215 


C] 


Row Tools Not Reason not 








done done Date Time 
1] 01/09/2020] {06 59 


01-Sep-2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Methamphetamines 


[x] Negative 
[ ] Positive 


Opiates 


[x] Negative 
[ ] Positive 


Cocaine 


[x] Negative 
[ ] Positive 


Site: CRS Berlin 
Visit: Visit 1 


Cannabinoids Phencyclidine Benzodiazepines 


[x] Negative 
[ ] Positive 


[x] Negative 
[ ] Positive 


[x] Negative 
[ ] Positive 


BioNTech BNT162-01 (CRS 049/20) 


Barbiturates 


[x] Negative 
[ ] Positive 


Methadone 


[x] Negative 
[ ] Positive 


Tricyclic 

antidepressants 
[x] Negative 
[ ] Positive 


Group: Part A 
Form: Urine Drug Screen (2.0) 


Amphetamines 


[x] Negative 
[ ] Positive 


FDA-CBER-2021-5683-0057573 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Urine Pregnancy Test (2.0) 


[ ] 


Not Reason not 
done done 


0 a 1 Neaative 


] Positive 


Row Tools NA Date Time Result 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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2020-11-26 19:16 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 C] [)  [01/09/2020 06:59 


01-Sep-2020 


Row Tools Date Time 
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Subject Identifier: 276-02-0215 


Reason not 


Scheduled 
e done 


Row Tools - 
tim 


Date 























1 [Predose [] 01/09/2020] [07 13 
01-Sep-2020 
2) ft hour [] 01/09/2020] [09 30 
01-Sep-2020 
3 [3 hours [] 01/09/2020] [11 32 
01-Sep-2020 
4 [] 
ee 6 hours 01/09/2020] {14 27 
- 01-Sep-2020 
Oo 
Oo 
rT 
(4p) 
oO 
be vert 
A 
jo) 
a 
= 
© 
e 
a 
Oo 
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Measurement side 


(Arm) 


[x] Right 


[x] Right 


[x] Right 


[x] Right 


[ ] Left 


[ ] Left 


[ ] Left 


[ ] Left 


Systolic Blood 
Pressure 
(mmHg) 





181 





137 





144 











157. 


Site: CRS Berlin 


Visit: Visit 1 
Clinical Diastolic Blood Clinical 
Significance Pressure Significance 
(mmHg) 
[x] NCS [] cS 8 []NcS []cS 


[] NCS []cS 0 []NCS []cS 


[x] NCS [] cS 3 []NCS []cS 





imininl 


[x] NCS [] cS 8 []NCS []cSs 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Pulse Rate 
(beats/min) 


1 


6 


3 





inininl 


4 


Clinical 
Significance 


[]NCS []cS 


[]NCS [] cS 


[]NCS [] cS 


[]NCS []cS 


Respiratory 
Rate 


(breaths/min) 





~_——_ 
=—— 
a 
Zz 


Group: Part A 
Form: Vital Signs incl. VSTPT (2.0) 


Clinical 
Significance 


[]NCS []cS 
[]NCS []cS 
[]NCS []cS 


[]NCS []cS 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 2 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


1 T] 02/09/2020 08:44 []No [x] Yes 


02-Sep-2020 


Row Tools Date Time Fasting? 
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Not 


Reason not 
Row Tools done 


done 


0) 
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Date 


02/09/2020 


Site: CRS Berlin 


Visit: Visit 2 
Other 
: Measurement measurement 
Time : ; : 
site site, specify: 


08:35 Oral Ss 





02-Sep-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[J] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 














Visit: Visit 2 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat T Int ty of P Int ty of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] [02/09/2020 08:30 [x] None [x] None [x] None [x] None 
02 Sep 2020 []Md []Md []1Md []Md 

[ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Site: CRS Berlin 
Visit: Visit 2 


Subject Identifier: 276-02-0215 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /02/09/2020 


02-Sep-2020 












































= Time 08:33 

Oo Overall health judgement - []No [x] Yes 

co) subject healthy? 

= 

oO linical 

Ql Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms Saniicsiee 

2 1 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

r 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

c 3 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

O 

= 4 ea 

. [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

LL 

3 5 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

iL 6 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

(o>) 

sa 

s 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

i 8 [] Normal []Abnormal []ND {| []NCS [] CS 

(op) 

2 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

S 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

= 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 2 Form: Physical Examination (2.1) 


14 Las [] Normal [ ] Abnormal [ ] ND a) [J] NCS [] cS 
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Subject Identifier: 276-02-0215 


Not 


Reason not Fever New or worsened muscle pain 
Row cols done fone 


Date ime Intensity of Headache 


lz [x] None [x] None [x] None 


[] Mid (]Mid (] Mild 
S2tsep: 2020 [] Moderate [] Moderate ( ] Moderate 

[] Severe [ ] Severe [] Severe 

[] Potentially life threatening [] Potentially ife threatenng [ ] Potentia ly ife threatenng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


10 (GMT) 


04-Jan-2021 03: 


090177e195ec8249\Final\Final On 
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New or worsened jont pain 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentialy Ife threatening 


Site: CRS Berlin 
Visit: Visit 2 


Intens ty of Nausea Intensity of Vom tng 
[x] None [x] None 
(Mild en) 
{ ] Moderate [] Moderate 
(] Se ere [] Severe 
[] Potentially Ife threatening _[ ] Potentially ife threatenng 


Intensity of Diarrhea 


[x] None 
[] Mile 

[] Moderate 

[] Severe 

[ ] Potentialy ife threaten ng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Chils 


[x] None 
(] Mild 

[ ] Moderate 

{ ] Severe 

[ ] Potentia ly Ife threatening 


Intens ty of Loss of appette 


[x] None 
[1 Mid 

[] Moderate 

[1 se ere 

[ ] Potentially Ife threatening 


Group: Part A 
Form: Systemic Events Assessment 


Intensity of Malaise Fatigue/ iredness 
[x] None [x] None 
{]Mid en) 
{ ] Moderate [] Moderate 
[ ] Severe [] Severe 
{] Potentially life threatening _[ ] Potentially ife threatenng 


FDA-CBER-2021-5683-0057582 


40 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 2 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 C1] [| 4} {02/09/2020 08:50 


02-Sep-2020 


Row Tools Date Time 
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Visit: Visit 2 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measure ie.” sede B ood 7 1e ce B00 é em ce Usaha: e : ro ce Rae 7 ie ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/_ ) 
A Med 02/09/202 08:41 [x]Rg []Lef []Ncs []cs []Ncs []cs []Ncs []cs []Ncs []cs 
0 
02 Sep 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Phone Call at 48h (24h for cohort 11-13) Form: Phone Call (2.0) 


Only cohort 1-10: Phone call only valid for the first 6 subjects per cohort. For the last 6 subjects please tick NA. 


Outcome of 


the call (e.g. 
Row Tools NA i. pags net Date Time No findings or 

new AEs/CMs 

reported) 





1 om Cl | | | 

















Please document any additional information / changes in the appropriate forms! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 C1] [| [07/09/2020 08:25 


07-Sep-2020 


Row Tools Date Time 
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2020-11-26 19:16 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


1 T] 07/09/2020 08:25 []No [x] Yes 


07-Sep-2020 


Row Tools Date Time Fasting? 
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Subject Identifier: 276-02-0215 


Not 


Reason not 
Row Tools done 


done 


0) 
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2020-11-26 19:16 (W. Europe Standard Time) 


Date 


07/09/2020 


Site: CRS Berlin 


Visit: Visit 3 
Other 
: Measurement measurement 
Time : ; : 
site site, specify: 


08:22 Oral Ss 





07-Sep-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[J] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057588 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 














Visit: Visit 3 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat T Int ty of P Int ty of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] |07/09/2020 08:29 [x] None [x] None [x] None [x] None 
07 Sep 2020 []Md []Md []1Md []Md 

[ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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2020-11-26 19:16 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Site: CRS Berlin 
Visit: Visit 3 


Subject Identifier: 276-02-0215 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /07/09/2020 


07-Sep-2020 












































= Time |08:31 

Oo Overall health judgement - []No [x] Yes 

co) subject healthy? 

= 

oO linical 

Ql Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms Saniicsiee 

2 1 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

r 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

c 3 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

O 

= 4 ea 

. [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

LL 

3 5 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

iL 6 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

(o>) 

sa 

s 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

i 8 [] Normal []Abnormal []ND {| []NCS [] CS 

(op) 

2 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

S 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

= 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
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BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057590 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Physical Examination (2.1) 


14 Las [] Normal [ ] Abnormal [ ] ND at) [J] NCS [] cS 
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Subject Identifier: 276-02-0215 


Not 


Reason not Fever New or worsened muscle pain 
Row cols done fone 


Date ime Intensity of Headache 


0 == [x] None [x] None [x] None 


[] Mid (]Mid (] Mild 
O7/Sep/2020 [] Moderate [] Moderate ( ] Moderate 

[] Severe [ ] Severe [] Severe 

[] Potentially life threatening [] Potentially ife threatenng [ ] Potentia ly ife threatenng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


10 (GMT) 


04-Jan-2021 03: 


090177e195ec8249\Final\Final On 
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New or worsened jont pain 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentialy Ife threatening 


Site: CRS Berlin 
Visit: Visit 3 


Intens ty of Nausea Intensity of Vom tng 
[x] None [x] None 
(Mild en) 
{ ] Moderate [] Moderate 
(] Se ere [] Severe 
[] Potentially Ife threatening _[ ] Potentially ife threatenng 


Intensity of Diarrhea 


[x] None 
[] Mile 

[] Moderate 

[] Severe 

[ ] Potentialy ife threaten ng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Chils 


[x] None 
(] Mild 

[ ] Moderate 

{ ] Severe 

[ ] Potentia ly Ife threatening 


Intens ty of Loss of appette 


[x] None 
[1 Mid 

[] Moderate 

[1 se ere 

[ ] Potentially Ife threatening 


Group: Part A 
Form: Systemic Events Assessment 


Intensity of Malaise Fatigue/ iredness 
[x] None [x] None 
{]Mid en) 
{ ] Moderate [] Moderate 
[ ] Severe [] Severe 
{] Potentially life threatening _[ ] Potentially ife threatenng 


FDA-CBER-2021-5683-0057592 


50 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 0] [| [07/09/2020 08:10 


07-Sep-2020 


Row Tools Date Time 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 





Visit: Visit 3 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measure ie.” sede Bood 7 1e ce B00 é em ce Uiseshee : ro ce Rae 7 ie ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/_ ) 
A Med 07/09/202 08:23 [x]Rg []Lef []Ncs []cs []Ncs []cs []Ncs []cs []Ncs []cs 
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Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


090177e195ec8249\Final\Final On: 04-Jan-2021 03:10 (GMT) 


FDA-CBER-2021-5683-0057594 
2020-11-26 19:16 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


090177e195ec8249\Final\Final On: 04-Jan-2021 03:10 (GMT) 


Subject Identifier: 276-02-0215 


Not done 


Reason not done 
Other, specify 


Date 


Time 

Medication Number 
Planned dose 
Other, specify 


Total Dose (Volume of 
Injection) 


Total Dose given? 


If No, rest volume 


Application site 


Administration according to 
protocol? 


If No, please specify 


Epi/Pandemic related 
adjustment 


Epi/Pandemic related 
interruption 


Cohort 11, 12, 13 only: 
Administration delay due to 
intercurrent illness? 


2020-11-26 19:16 (W. Europe Standard Time) 


Site: CRS Berlin 
Visit: Visit 4 


[ ] 


a 
Sa 


22/09/2020 


22-Sep-2020 
a 





[ ] No [x] Yes 


La 





[ J right [x] left upper arm 


[ ] No [x] Yes 


as 


[] No [] Yes 





[] No [] Yes 


[] No [] Yes 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Administration (2.1) 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 4 Form: Administration (2.1) 


[ ] Adverse Event 
[ ] Medical History 
[ ] Other 


Adverse Event term [| si 

aeno. [—] 
Medical Historyterm | 
Other, specification [ i 


Reason for delay 
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Visit: Visit 4 Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 (1 [4 [22/09/2020 09:37 


22-Sep-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e195ec8249\Final\Final On: 04-Jan-2021 03:10 (GMT) 


FDA-CBER-2021-5683-0057597 
2020-11-26 19:16 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 


Row Tools Scheduled 
time 


ae 
vu 
oa 
oO 
a 
io} 
wn 
oO 


090177e195ec8249\Final\Final On: 04-Jan-2021 03:10 (GMT) 


2020-11-26 19:16 (W. Europe Standard Time) 


[] 


[] 


[] 


Site: CRS Berlin 











































































































Visit: Visit 4 
Other Body 

Reason not Date Time Measurement measurement Temperature 
done site site, specify: (°C) 
(| sf22/09/2020] [09:30 Oral 36,1 

22-Sep-2020 

[22/09/2020 | [10:55 Oral os 35.9 

22-Sep-2020 

[22/09/2020| [12:55 Oral Lo OBe 

22-Sep-2020 

[22/09/2020 [15:51 Oral Ld sfgs,9 

22-Sep-2020 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[]NCS []CS 
[]NCS []CS 
[]NCS []CS 


[]NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Visit: Visit 4 


Group: Part A 
Form: Local Tolerability at Injection Site (2.1) 




















Sc edu ed Reaso fe) es yof I es yof 
Row oos doe do. 6 Dae e I es yof a I es yof ede ess Ey e a/Red ess I dua o /Swe g 
1 [] 22/09/202 09:40 x] No e x] No e x] No e [x] No e 
0 1Md Md Md []Md 
22 Sep 2020 ] Modeae Modeae Modeae [] Modeae 
] Seve e Seve e Seve e [] Sevee 
] oe ay fe eae g oe ay fe ea oe ay fe ea [ oe ay fe ea 
-_— 
kK 2 [] [>] [22/09/202 10:56 x] No e x] No e x] No e [x] No e 
=> 0 ]Md Md Md []1Md 
O 22 Sep 2020 ] Modeae Modeae Modeae []Modeae 
~— ] Seve e Seve e Seve e [] Sevee 
oO J] oe ay fe eae g oe ay fe ea oe ay fe ea [ oe ay fe ea 
— 
fo) 3 [] 22/09/202 12:58 x] No e x] No e x] No e [x] No e 
oO 0 1Md Md Md []Md 
= 22 Sep 2020 ] Modeae Modeae Modeae []Modeae 
(aul ] Seve e Sevee Seve e [] Sevee 
(ep) ] oe ay fe eae g oe ay fe ea oe ay fe ea [ oe ay fe ea 
N 
c 4 [1] [] [22/09/7202 16:02 x] No e x] No e x] No e [x] No e 
Oo 0 1Md Md Md []Md 
=) 22 Sep 2020 ] Modeae Modeae Modeae [] Modeae 
+ ] Seve e Seve e Seve e [] Sevee 
oO ] oe ay fe eae g oe ay fe ea oe ay fe ea [ oe ay fe ea 
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Site: CRS Berlin 
Visit: Visit 4 


Subject Identifier: 276-02-0215 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date |22/09/2020 


22-Sep-2020 












































= Time |09:41 

Oo Overall health judgement - []No [x] Yes 

co) subject healthy? 

= 

oO linical 

Ql Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms Saniicsiee 

2 1 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

r 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

c 3 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

O 

= 4 ea 

. [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

LL 

3 5 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

iL 6 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

(o>) 

sa 

s 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

i 8 [] Normal []Abnormal []ND {| []NCS [] CS 

(op) 

2 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

S 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

= 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 4 Form: Physical Examination (2.1) 


14 Las [] Normal [ ] Abnormal [ ] ND ard] [J] NCS [] cS 
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0) 
Not 
Scheduled Reason not 
Row ools fine done Gone Date ime 
Predose Pe 22/09/2020 09: 2 
22 Sep 2020 
hour Mt 22/09/2020 0:57 
22 Sep 2020 
3 hours ao 22/09/2020 2:58 
22 Sep 2020 
6 hours a 22/09/2020 6:03 
22 Sep 2020 


10 (GMT) 


04-Jan-2021 03: 
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Fever 


[x] None 
{] Mid 

[ ] Moderate 

[ ] Severe 

{] Potentially ife threaten ng 


[x] None 
C]Mid 

[ ] Moderate 

[] Severe 

[ ] Potentially ife threatenng 


[x] None 

(imi 

[ ] Moderate 

[ ] Severe 

[ ] Potentially ife threatenng 


[x] None 
(]Mid 

[ ] Moderate 

[ ] Severe 

{] Potentially ife threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at " 


Intensity of Headache 


[x] None 
[] Mild 

[] Moderate 

[] Severe 

[] Potentia ly ife threaten ng 


[x] None 
(] Mild 

[] Moderate 

[] Severe 

[1 Potentia ly ife threaten ng 


[x] None 
(] Mild 

[] Moderate 

[] Severe 

[1 Potentia ly ife threaten ng 


[x] None 
(] Mild 

[] Moderate 

[1] Severe 

[1 Potentia ly ife threaten ng 





any 


New or worsened muscle pain 


[x] None 
C1] mila 

[] Moderate 

(] Severe 

[1 Potentia ly Ife threatening 


[x] None 
(] Mid 

[ ] Moderate 

[] Severe 

[] Potentialy Ife threatening 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mid 

[] Moderate 

[] Severe 

[ ] Potentia ly Ife threatening 


New or worsened jont pain 


[x] None 
[] Mid 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 

[] Mild 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 
(] Mild 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 

(1 Mila 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


Site: CRS Berlin 
Visit: Visit 4 


Intensity of Nausea 


[x] None 
tM 

[] Moderate 
[] Severe 
[Potentially 


[x] None 
(] Mid 

[] Moderate 
[] Severe 

[ J Potentially 


[J None 
(] Mid 

[] Moderate 
[J Severe 
[J Potentially 


[x] None 
(] Mid 

[] Moderate 
[] Severe 
(J Potentially 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


Intensity of Vomit ng 


[x] None 
(] Mild 

[ ] Moderate 

[ ] Severe 

[1 Potentialy ife threatenng 


[x] None 
(] Mild 

[ ] Moderate 

[J Severe 

[ ] Potentia ly ife threatenng 


[x] None 

(] Mild 

[ ] Moderate 

[] Severe 

[ ] Potentialy ife threatenng 


[x] None 
(] Mid 

[ ] Moderate 

[ ] Severe 

{] Potentialy ife threaten ng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Diarrhea 


[x] None 
(] Mild 

( ] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mid 

[ ] Moderate 

[] Severe 

(] Potentia ly Ife threatening 


[x] None 
(] Mild 

[ ] Moderate 

[] Severe 

(] Potentia ly Ife threatening 


[x] None 
(] Mid 

( ] Moderate 

(] Severe 

{ ] Potentia ly Ife threatening 


Intens ty of Chils 


[x] None 
C1] mila 

[] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 
CL] mil 

[1 Moderate 

{] Se ere 

[] Potentially Ife threatening 


[x] None 
(] Mild 

[1] Moderate 

[1 Se ere 

[] Potentially Ife threatening 


[x] None 
[] Mid 

[ ] Moderate 

[]Se ere 

[] Potentially Ife threatening 


Intensity of Loss of appetite 


[x] None 

(] Mid 

[ ] Moderate 

[ ] Severe 

[ ] Potentially life threatening 


[x] None 

(] Mid 

[ ] Moderate 

[] Severe 

[] Potentially life threatening 


[x] None 
(] Mid 

[ ] Moderate 

[ ] Severe 

[ ] Potentially life threatening 


[x] None 
(] Mid 

[ ] Moderate 

[ ] Severe 

[ ] Potentially life threatening 


Group: Part A 
Form: Systemic Events Assessment 


Intensity of Malaise 


[x] None 
timid 

[] Moderate 

[] Severe 

[1 Potentially ife threaten ng 


[x] None 
[] Mid 

[.] Moderate 

[] Severe 

[ J Potentially ife threatenng 


[x] None 
[] Mid 

[.] Moderate 

[] Severe 

[J Potentially ife threatenng 


[x] None 
Umi 

[] Moderate 

[] Severe 

[ J Potentially ife threatenng 


Fatigue/_ redness 


[x] None 
(] Mild 

[ ] Moderate 

[ ] Severe 

[J Potentia ly ife threatenng 


[x] None 
(] Mild 

[ ] Moderate 

[ ] Severe 

[ ] Potentialy ife threatenng 


[x] None 
(] Mild 

[ ] Moderate 

[ ] Severe 

[ ] Potentialy ife threatenng 


[x] None 
(] Mild 

[ ] Moderate 

[ ] Severe 

[ ] Potentialy ife threaten ng 


FDA-CBER-2021-5683-0057602 


60 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 4 Form: Urine Pregnancy Test (2.0) 


[ ] 


Not Reason not 
done done 


0 a 1 Neaative 


] Positive 


Row Tools NA Date Time Result 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Scheduled 
e done 


Row Tools - 
tim 


Date 























1 [Predose [] 22/09/2020] [09 35 
22-Sep-2020 
2) ft hour [] 22/09/2020] [11 01 
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3 [3 hours [] 22/09/2020] [13 04 
22-Sep-2020 
4 [] 
ee 6 hours 22/09/2020] {15 56 
- 22-Sep-2020 
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Measurement side 


(Arm) 


[x] Right 


[x] Right 


[x] Right 


[x] Right 


[ ] Left 


[ ] Left 


[ ] Left 


[ ] Left 


Systolic Blood 
Pressure 
(mmHg) 





111 





138 





145 











149 


Site: CRS Berlin 


Visit: Visit 4 
Clinical Diastolic Blood Clinical 
Significance Pressure Significance 
(mmHg) 
L]NcsS []cs 5 []NcS []cS 


[] NCS []cS 9 []NCS []cS 


[x] NCS [] cS 4 []NCS []cS 





iminia 


[x] NCS [] cS 6 []NCS []cSs 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


BioNTech BNT162-01 (CRS 049/20) 


Pulse Rate 
(beats/min) 


3 


4 


8 


ininial 





3 


Clinical 
Significance 


[]NCS [] cS 


[]NCS [] cS 


[]NCS [] cS 


[]NCS []cS 


Respiratory 
Rate 


(breaths/min) 





z 
z= 
=] 
a 


Group: Part A 
Form: Vital Signs incl. VSTPT (2.0) 


Clinical 
Significance 


[]NCS []cS 
[]NCS []cS 
[]NCS []cS 


[]NCS []cS 


FDA-CBER-2021-5683-0057604 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Phone Call at 48h (24h for cohort 11-13)(P/B) Form: Phone Call (2.0) 


Only cohort 1-10: Phone call only valid for the first 6 subjects per cohort. For the last 6 subjects please tick NA. 


Outcome of 


the call (e.g. 
Row Tools NA i. pags net Date Time No findings or 

new AEs/CMs 

reported) 





1 om Cl | | | 

















Please document any additional information / changes in the appropriate forms! 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 5 Form: Blood Samples for CMI (2.1) 


[ ] 


Not Reason not 
done done 


1 C1 [| J {29/09/2020 08:40 


29-Sep-2020 


Row Tools Date Time 
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Visit: Visit 5 Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 C1 [| J {29/09/2020 08:40 


29-Sep-2020 


Row Tools Date Time 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 5 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl [1] si[29/09/2020 08:40 []No [x] Yes 


29-Sep-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Not 


Reason not 
Row Tools done 


done 


0) 
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Date 


29/09/2020 


Site: CRS Berlin 


Visit: Visit 5 
Other 
: Measurement measurement 
Time : ; : 
site site, specify: 


08:14 Oral Ss 





29-Sep-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 














Visit: Visit 5 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat T Int ty of P Int ty of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] [29/09/2020 08:02 [x] None [x] None [x] None [x] None 
29 Sep 2020 []Md []Md []1Md []Md 

[ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Site: CRS Berlin 
Visit: Visit 5 


Subject Identifier: 276-02-0215 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /|29/09/2020 


29-Sep-2020 












































= Time 08:03 

Oo Overall health judgement - []No [x] Yes 

co) subject healthy? 

= 

oO linical 

Ql Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms Saniicsiee 

2 1 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

r 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

c 3 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

O 

= 4 ea 

. [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

LL 

3 5 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

iL 6 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

(o>) 

sa 

s 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

i 8 [] Normal []Abnormal []ND {| []NCS [] CS 

(op) 

2 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

S 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

= 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
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FDA-CBER-2021-5683-0057611 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 5 Form: Physical Examination (2.1) 


14 Las [] Normal [ ] Abnormal [ ] ND ar) [J] NCS [] cS 


090177e195ec8249\Final\Final On: 04-Jan-2021 03:10 (GMT) 


FDA-CBER-2021-5683-0057612 
2020-11-26 19:17 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 


Not 


Reason not Fever New or worsened muscle pain 
Row cols done fone 


Date ime Intensity of Headache 


lz, [x] None [x] None [x] None 


[] Mid (]Mid (] Mild 
22'Sep:2020 [] Moderate [] Moderate ( ] Moderate 

[] Severe [ ] Severe [] Severe 

[] Potentially life threatening [] Potentially ife threatenng [ ] Potentia ly ife threatenng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


10 (GMT) 


04-Jan-2021 03: 
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New or worsened jont pain 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentialy Ife threatening 


Site: CRS Berlin 
Visit: Visit 5 


Intens ty of Nausea Intensity of Vom tng 
[x] None [x] None 
(Mild en) 
{ ] Moderate [] Moderate 
(] Se ere [] Severe 
[] Potentially Ife threatening _[ ] Potentially ife threatenng 


Intensity of Diarrhea 


[x] None 
[] Mile 

[] Moderate 

[] Severe 

[ ] Potentialy ife threaten ng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Chils 


[x] None 
(] Mild 

[ ] Moderate 

{ ] Severe 

[ ] Potentia ly Ife threatening 


Intens ty of Loss of appette 


[x] None 
[1 Mid 

[] Moderate 

[1 se ere 

[ ] Potentially Ife threatening 


Group: Part A 
Form: Systemic Events Assessment 


Intensity of Malaise Fatigue/ iredness 
[x] None [x] None 
{]Mid en) 
{ ] Moderate [] Moderate 
[ ] Severe [] Severe 
{] Potentially life threatening _[ ] Potentially ife threatenng 


FDA-CBER-2021-5683-0057613 


71 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 5 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 C1 [Dy | [29/09/2020 07:50 


29-Sep-2020 


Row Tools Date Time 





Allcomments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Visit: Visit 5 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measure ie.” sede Bood 7 = ce Boog . i ce Use Rene S re ce nee a ce 
doe (A) essue 9 essue 9 (bea s/ ) 9g 9 
(Hg) (Hg) (bea s/_ ) 
1 [] 29/09/202 08:13 [x]Rg  []Lef [x] NCS []¢S []NcS [Ics [x] NCS [] CS [] NCS []cs 
0 
29 Sep 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Visit 6 (a1, b1, b2, c2P/B) / (c2) (EoT) Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 0) [7 s[14710/2020] [07:47 


14-Oct-2020 


Row Tools Date Time 
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Subject Identifier: 276-02-0215 


Not 


Reason not 
Row Tools done 


done 


0) 
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Date Time 


14/10/2020 07:41 Oral S| 


Site: CRS Berlin 


Visit: Visit 6 (a1, b1, b2, c2P/B) / (c2) (EoT) 


Other 
Measurement measurement 
site site, specify: 





14-Oct-2020 


BioNTech BNT162-01 (CRS 049/20) 


Temperature 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057617 


Subject Identifier: 276-02-0215 


C] 


Not 


Reason not 
Row Too s done 


done Date 


Site: CRS Berlin 
Visit: Visit 6 (a1, b1, b2, c2P/B) / (c2) (EoT) 
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[x] None 
(] Mild 

[ ] Moderate 

(] $e ere 

[ ] Potentially Ife threatening 


[x] None 
(] Mid 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 
(] Mild 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 
(] Mid 

[ ] Moderate 

(] Se ere 

[] Potentially Ife threatening 


[x] None 
(] Mid 

[ ] Moderate 

(] Se ere 

[] Potentially Ife threatening 


[x] None 
(] Mid 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


Site: CRS Berlin 
Visit: Unrelated Forms 


Intensity of Vom tng 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[1 Potentially 


[x] None 
Cima 

[] Moderate 
(] Severe 
[1 Potentially 


[x] None 
(imi 

[1] Moderate 
(] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[.] Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[.] Potentially 


[x] None 
(imi 

[] Moderate 
(1 Severe 
(1 Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
(1 Potentially 


[x] None 
(imi 

[1 Moderate 
[1] Severe 
[.] Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[.] Potentially 


[J None 
timid 

[] Moderate 
[] Severe 

[ J Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[J Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[1 Potentially 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


Intensity of Diarrhea 


[x] None 
(1 Mia 

[] Moderate 
[ ] Severe 

[ ] Potentia ly 


[x] None 
[1 mila 

[] Moderate 
[] Severe 

[] Potentia ly 


[x] None 
[1 mild 

[] Moderate 
[] Severe 

[ ] Potentia ly 


[x] None 
[1 mild 
] Moderate 
] Severe 
] Potentia ly 


] Mild 
] Moderate 
] Severe 

[ ] Potentia ly 


C 
C 
C 
[x] None 
C 
C 
C 


[x] None 
(1 mila 

[] Moderate 
[] Severe 

[] Potentia ly 


[x] None 
(1 mila 

[] Moderate 
[] Severe 

[ ] Potentia ly 


[x] None 
[mila 

[] Moderate 
[] Severe 

[ ] Potentia ly 


[x] None 
(1 Mia 

[] Moderate 
[ ] Severe 

[ ] Potentia ly 


[x] None 
(1) Mil 

[] Moderate 
[ ] Severe 

[ ] Potentia ly 


[x] None 
(1 mila 

[] Moderate 
[] Severe 

[ ] Potentia ly 


[x] None 
[1 mild 

[] Moderate 
[] Severe 

[ ] Potentia ly 


[x] None 
[1 mila 
] Moderate 
] Severe 
] Potentia ly 


] Mild 
] Moderate 
] Severe 

[ ] Potentia ly 


C 
C 
C 
[x] None 
C 
C 
C 


[x] None 
(1 mila 

[] Moderate 
[] Severe 

[ ] Potentia ly 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


ife threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Chils 


[x] None 
(] Mid 

( ] Moderate 

(] Severe 

( ] Potentia ly Ife threatening 


[x] None 
(] Mid 

( ] Moderate 

( ] Severe 

(] Potentia ly Ife threatening 


[x] None 
(] Mild 

( ] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mild 

[ ] Moderate 

[] Severe 

[ ] Potentia ly Ife threatening 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentia ly Ife threatening 


[x] None 
(] Mid 

( ] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mid 

[ ] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mid 

( ] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mid 

( ] Moderate 

(] Severe 

{] Potentia ly Ife threatening 


[x] None 
(] Mid 

( ] Moderate 

(] Severe 

(] Potentia ly Ife threatening 


[x] None 
(] Mild 

( ] Moderate 

(] Severe 

(] Potentia ly Ife threatening 


[x] None 
(] Mid 

( ] Moderate 

( ] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mild 

[ ] Moderate 

[] Severe 

[ ] Potentia ly Ife threatening 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentia ly Ife threatening 


[x] None 
(] Mid 

( ] Moderate 

(] Severe 

(] Potentia ly Ife threatening 


Intens ty of Loss of appet te 


[x] None 
(1 mild 

[] Moderate 

[1Se ere 

[1 Potentially Ife threatening 


[x] None 
[1 mila 

[] Moderate 

[1Se ere 

[ ] Potentially Ife threatening 


[x] None 
C1 mila 

[] Moderate 

[1Se ere 

[ ] Potentially Ife threatening 


[x] None 
(1 mild 

[] Moderate 

[1Se ere 

[1 Potentially Ife threatening 


[x] None 
[mild 

[] Moderate 

[1Se ere 

[1 Potentially Ife threatening 


[x] None 
(] Mild 

[.] Moderate 

[1se ere 

[1 Potentially Ife threatening 


[x] None 
[1 mila 

[] Moderate 

[1Se ere 

[1 Potentially Ife threatening 


[x] None 
(] Mild 

[] Moderate 

[1Se ere 

[1 Potentially Ife threatening 


[x] None 
(1 Mild 

[] Moderate 

[1Se ere 

[J Potentially Ife threatening 


[x] None 
(1 mild 

[] Moderate 

[1Se ere 

[1 Potentially Ife threatening 


[x] None 
[1 mila 

[] Moderate 

[]Se ere 

[1 Potentially Ife threatening 


[x] None 
(1 mila 

[] Moderate 

[1Se ere 

[ ] Potentially Ife threatening 


[x] None 
(1 Mild 

[] Moderate 

[1Se ere 

[1 Potentially Ife threatening 


[x] None 
[1 mild 

[] Moderate 

[]Se ere 

[] Potentially Ife threatening 


[x] None 
(] Mild 

[.] Moderate 

[1Se ere 

[1 Potentially Ife threatening 


Intensity of Malaise 


[x] None 
(Mid 

[ ] Moderate 
[ ] Severe 

{ ] Potentially 


[x] None 
(Mid 

(] Moderate 
[1] Severe 

{ ] Potentially 


[x] None 
(Mid 

[] Moderate 
[1] Severe 

( ] Potentially 


[x] None 
(]Mid 

[ ] Moderate 
[ ] Severe 

[] Potentially 


[x] None 
(] Mid 

[ ] Moderate 
[ ] Severe 

[ ] Potentially 


[x] None 
(Mid 

[] Moderate 
[1] Severe 

( ] Potentially 


[x] None 
(Mid 

[] Moderate 
[1] Severe 

{ ] Potentially 


[x] None 
[I Mid 

[ ] Moderate 
[] Severe 

{ ] Potentially 


[x] None 
(]Mid 

[ ] Moderate 
( ] Severe 

[ ] Potentially 


[x] None 
(]Mid 

[ ] Moderate 
[ ] Severe 

{ ] Potentially 


[x] None 
(Mid 

[] Moderate 
[1] Severe 

{ ] Potentially 


[x] None 
(Mid 

(] Moderate 
[ ] Severe 

{ ] Potentially 


[x] None 
(Mid 

( ] Moderate 
( ] Severe 

{ ] Potentially 


[x] None 
(Mid 

[ ] Moderate 
[] Severe 
{] Potentially 


[x] None 
(Mid 

[] Moderate 
[1] Severe 

( ] Potentially 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


life threatening 


Group: Part A 
Form: Diary - Systemic Reactions (2.1) 


Intensity of Fatigue 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[)] Severe 
[1 Potentially 


[x] None 
timid 

[] Moderate 
[)] Severe 
[.] Potentially 


[x] None 
(imi 

[] Moderate 
[] Severe 
[.] Potentially 


[x] None 
(imi 

[] Moderate 
(] Severe 
[.] Potentially 


[x] None 
(imi 

[] Moderate 
(] Severe 
(1 Potentially 


[x] None 
Cimia 

[] Moderate 
[1] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
[1 Potentially 


[J None 
timid 

[] Moderate 
[] Severe 

[ J Potentially 


[x] None 
(imi 

[] Moderate 
[1] Severe 
(1 Potentially 


[x] None 
(imi 

[] Moderate 
[] Severe 
[.] Potentially 
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ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


88 


Subject Identifier: 276-02-0215 


Any Medical History? 


Row Tools Abnormality/Disease 


: 


090177e195ec8249\Final\Final On: 04-Jan-2021 03:10 (GMT) 


2020-11-26 19:17 (W. Europe Standard Time) 


Site: CRS Berlin 
Visit: Unrelated Forms 


[]No [x] Yes * 


Start Date End Date Ongoing 


UN/UN/199 UN/UN/199 [x] No [] Yes 
3 3 


UN-UNK-1993 UN-UNK-1993 





BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Medical History (2.0) 


FDA-CBER-2021-5683-0057631 


Subject Identifier: 276-02-0215 


Vaccination 


Planned 
observation 
period 


6 hours 





Row Tools \yicit 
1 Visit 1 
2 |visit 4 











6 hours 





090177e195ec8249\Final\Final On: 04-Jan-2021 03:10 (GMT) 


2020-11-26 19:17 (W. Europe Standard Time) 


Other planned 
observation 
period (e.g. 8 
hours) 


S| 
Si 


Site: CRS Berlin 
Visit: Unrelated Forms 


Adherence to 
planned 
observation 
period? 


[ ] No [x] Yes 


[ ] No [x] Yes 


Please insert as many new rows as needed for the according visits! 


If No, actual 
observation 
period 
(hours) 


aes 
Esa 


BioNTech BNT162-01 (CRS 049/20) 


Reason 


— 
=, 


Group: Part A 
Form: Observation Period (2.0) 


FDA-CBER-2021-5683-0057632 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 


Visit: Unrelated Forms Form: Prior/Concomitant Medication/Therapy (2.0) 
Any prior/concomitant []No [x] es * 
medication/therapy? 
Start End Other 
Medication/Therapy Taken prior to r Time 7 Time ‘ Other route, Individual ‘ Other unit, 
Row Tools study? Start Date Start Time unkn End Date End Time unkn ongoing Route specify dese Unit specify Frequency frequency, AE Nos 


specify 


Valoron N [x]No [1] e8 [07 0/2020 od fracture leg 


retard 
20 Oct 2020 


Pantozol [x] No T] es [207 0/2020 bd 


_—_z a tl []No [x] es 
= 

20 Oct 2020 
— 
a 


50/4 —| 








g 


| 
iminini 


a 01 []No [x] es 


fracture leg 








a @ 5 
Ey} Ey} a 
x x 3 
a o 7 
6 
s 








| 
mini 
| 




































































ORAL ma 
[Pantozot [ora] [rs] | 
Ibuprofen (x]No C1] es [307 0/2020 Od 1 []No [x] es [oy 0 mg fracture leg 
ankle 
20 Oct 2020 
4 [Clexane [x] No: [] es 4/ 0/2020 od 3) []No [x] es [SUBCUTANE mg fracture leg 
ous ankle 
— 4 Oct 2020 
= 5 [ibuprofen [x] No [] es 4/ 0/2020 Od 24/ 0/2020 od Dy No [1] es forat 600 mg Q3D fracture leg 
4 Oct 2020 24 Oct 2020 _ 
O § [tbuprofen [x] No [] es [557 0/2020 Od ul []No [xX] es foraL 600 mg fracture leg 
a ankle 
oO 25 Oct 2020 
— 7 [Cexane [x] No [] es 4/ 0/2020 oxy 2/7 /2020 bd [x] No [] ‘es SUBCUTANE 40 mg fracture leg 
4 Oct 2020 2 Nov 2020 
8 Finain (x]No [1 es [07 0/2020 (1 [Bay 072020 od [J No f] es [oRaL 50/4 mg Fracture leg 
ankle 
20 Oct 2020 30 Oct 2020 
2 [Pantozol (x]No [] es [997 0/2020 Od i) []No [x] es [oRaL 40 mg fracture leg 








a 
Ee} 
= 
o 


20 Oct 2020 


04-Jan-2021 03 


090177e195ec8249\Final\Final On 


FDA-CBER-2021-5683-0057633 
2020-11-26 19:17 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 


Visit: Unrelated Forms Form: Unrelated Clinical Events (2.0) 
[x] No []Yes * 
Any local/systemic reactions NOT 
RELATED to IMP 
Local/systemic 
Row Tools Sud Dey Date Time reaction 


—E ee 


Please insert as many new rows as needed. 
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FDA-CBER-2021-5683-0057634 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
































Visit: Unscheduled Forms Form: Informed Consent + Blood Sampling for Research 
Informed 
Consent for 4 
Row Tools Blood sampling Visit Date Time aa ma Biped a. a Bread 
for research pone pines 
purposes? 
1  []No [x] Yes visit 6 14/10/2020} * 07:29 14/10/2020 07:47 
14-Oct-2020 14-Oct-2020 
2  []No [x] Yes  |visit 8 24/11/2020} * 09:13 24/11/2020 10:20 
24-Nov-2020 24-Nov-2020 


Please insert as many new rows as needed. 
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FDA-CBER-2021-5683-0057635 
2020-11-26 19:18 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Unscheduled Forms Form: Informed Consent (uns.) (2.1) 





Protocol 
Row Tools Date Time Version 
1 /22/09/2020 07:35 8.0, 21 JUL 
22-Sep-2020 2020 

















2 24/11/2020 09:13 10.0, 28 
24-Nov-2020 OCT 2020 


Please insert as many new rows as needed. 
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FDA-CBER-2021-5683-0057636 
2020-11-26 19:18 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Unscheduled Forms Form: Phone Call (2.0) 


Only cohort 1-10: Phone call only valid for the first 6 subjects per cohort. For the last 6 subjects please tick NA. 


Outcome of 





the call (e.g. 
Row Tools Date Time No findings or 
new AEs/CMs 
reported) 
1 (21/10/2020 10:50 findings or 


21-Oct-2020 











2 |30/10/2020 15:20 other: see 
comment 


30-Oct-2020 


Please document any additional information / changes in the appropriate forms! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057637 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 
Visit: Unscheduled Forms Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Row Tools Date Time 


esi = =) I _ AD 


All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Subject Identifier: 276-02-0215 Site: CRS Berlin Group: Part A 


























Visit: Unscheduled Forms Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
R Measue e sde Bood See Bood ee use Rae C1 Rae ce 
ow oosDae e (A) aestie Sg fca ce Beate Sg fca ce (bea s/ ) Sg fca ce Sg fca ce 
( Hg) ( Hg) (bea s/_ ) 
1 [01/09/202 07:55 [x]Rg  []Lef 143 [x] NCS []CS_ |79 []NcS [] CS |59 []NcS [] CS |14 []Ncs []cs 
0 
01 Sep 2020 
2 [01/09/202 14:30 [Ix]Rg  []Lef 152 [x] NCS []CS_ |6g []NcS [] CS |66 []NcS [] CS |i5 []Ncs [] cs 
0 
01 Sep 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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